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wiiwr Btfi 

(rtnwT fif'RFT) 

^ 19 wfllT, 1991 

eiT. TT. Pt. 224(ar) :- Tftm fwff TT 5rm 

fir=| Fe>»!K nVrftr uTe sraran nftfwr, 1940 (1940 

TT 23) >fV SKT 12 UTTT 33 SaTT ST safai 

tfwfir fTsrftsft Hm^TTT ?fri 9ei9>)l sre% 

stT^ ^,' 'ds^ arenff s^ ash 

STlwii' i?r 'JTRTTft' ^ srrrrfifia ftrir snar ^ 
jfsnhra ^ aamr ^ sfk w% ffin ^triih ^ % 

^ imsT Pwaf at ttr nfa^^nr % ^ ttsrw srhnit 
^Rnr T?r ^ Ih niOn h eo ftr strain % itt 

^1(7 qijsn^ snar fwff Te ft^rr ftrar 'jiiuti i 

JTTW faiPT 

1. ^ fwff TT afifFff TTa sfWfs sftr aanuT annft 
(sWreR) faSHT, 1991 ^1 


2. nVrfti rfre Jiaraa aanh frair, 1945 sh 
^ am 2 h "an’w shr a^rtfV uhtfint” % eiefta 

1 sfrr 2 shr aat siftteh it fi i afaft iff 

she sfWeirt T'^t anrnfv, tjtrifi;:— 

(1) "mip faftrfmt iTT^pff, nk ’artim % 

hraW ^7 fap fHHfiiPsfl Ndiwe sh Paai i Pm ah 'ai?fr ^; 

(1) fa^ra ifwf ; 

(2) vfraV, 5 h m, % ar jnr Tjwim 5>h ; 

(3) ^ithd fwa ji^r ; 

(4) 'HUKHi/iI ; 

(5) SThmfT fair ar ar sFa 

(e) fw ar aaija' fw at spa gawr ; 

{7) sa srra da«.T ; 

(s) a^aia ar s^aarw Tjasarr 1 

smnftai awbff ^ ftra »a^ 30 a^ ihrs: ^ sh ^ ’bi Rw 
^ anfr 11 
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2. “sjtrfrip irtr ^ 

farjrnrtoT % f^ «i?V ftmfw 'Jrrift ^ ;- 

(1) fJT'sn^ *fk HO'fTTTR^r jhnit ; 

( 2 ) ftf'Tw m ; 

( 3 ) TKfTT ftT?T JTT Wf^ft«fTTT3f7 TU OTJW 

OTWr ; 

( 4 ) r 3 i- 4 T % ITT Pric'd ITT ^ 5Td 

PfliidT HT TMlHiiHT PTiWT 1 

(5) Prrf^r TjWk Ptw^t I 

^ G) TTTT^ TTVfpT \ 

(7) ?Pft TT^ SrPfE TfH ^ ^ TTlfilT ; 

(s) srw WTTPPT iTW ITT fnTTimTrT: ; 

( 9 ) T*T^=;m ^ *rsr ; 

uTTtrrf^ TrT«min % Prir ?^wt 30 ifl^r s^ fH'CTpi»r 

^ iTufr 1 1” 

[tt. 110i4/i3/9 0-<t t^TT tirr-'ftnr^.TE] 
jrTJftT Ptte, 

«iVT: sm^R TTTTTTff Pm, 1945, 1 -5-79 W WfPtW 

»iT if CTT7WT *ftT 'tPrtt Pr*TTir) if 

fira^f *iViPt sittt«r mift, wfijPm Tfk Pttt ('fr. #r. 


tf. <tR.) 

Tfr TTpRfrnT t, tprrfirTC t 

1 TteTTWTfE IJWIT pRJTf if 

TfTTft ^i rrm TiTir-2, arr 3 (i) ff anTfspr PttttPtRpt wfa'- 
^THTuf sttt TrrfrPra Ptm nt' t 

1. 

TTT. 

RT. Pt. 1241 

OTflV 

6-10-1979 

2. 

TIT, 

IPT. Pt. 1242 

eiflia 

6-10-1979 

3. 

TTT. 

4iT. Pt. 1247 


6-10-1979 

4. 

ITT. 

4IT. Pt. 1281 


12-10-89 

5. 

TTT. 

HIT. Pt. 430 

Tirffw 

19-4-80 

6. 

ITT. 

^IT. Pt. 779 

ffrffw 

26-7-80 

7. 

TTT, 

iir, Pt. 54o(3t) 

UTftV 

22-9-80 

8. 

TTT., 

Tff. Pt. 680(3T) 

cTrflV 

5-12-80 

9. 

TTT, 

5IT. Pt. 681 (sf) 

mtlv 

5-12-80 

10 . 

TTT. 

161. Pt. 682(3T) 


5-12-80 

11. 

TIT, 

WIT. Pt. 27(8T) 

Ttrflwr 

.17-1-81 

12 . 

TTT. 

"PT. Pt. 478(8T) 

ffrfw 

6-8-81 

13. 

TTT. 

WIT. Pt. 62 (ar) 

nTfPi 

15-2-82 

14. 

TTT. 

WIT. Pt, 462(st) 

ffrtlv 

22-6-82 


15. 

TTT. WIT. Pr. 5io(sr) 

TtrfPt 

26-7-82 

16. 

TTT. WIT, Pt. i3(«r) 


7-1-8 3 

17. 

TIT, WIT. Pr. 318(w) 


1-5-84 

18. 

tit, wit. Pt. 33 i(st) 


8-5-84 

19. 

TIT. WT. Pt. 460(sr) 

mffw 

20-6-84 

20. 

TTT. Wff. Pf. 487(W) 

tnfw 

2-7-84 

21- 

TTT. WIT Pt. 89(5r) 

nrO^ 

16-2-8 5 

22 . 

TIT. ifT. Pt. 788(aT) 


10-10-85 

23. 

TIT. WIT, Pt. I 7 ( 8 r) 

irrfPr 

7-1-8 6 

24. 

TTT. WIT. Pr. 1046{»r) 

iTTfr^ 

29-5-86 

35. 

TIT. wn. Pr. ioo6o(*i) irrdv 

5-9-86 
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26. TTT. vr. Pr. III5(8T) TT^W 30-9-86 

27. TTT. 5IT. Pt. 7l(9r) TTltfST 30-1-87 

28. ITT. TTr. Pt. S70(3T) ?nfW 12-6-87 

29. TTT. ?rr. Pr, 626 (st) iTrfpI 2-7-87 

30. ITT. TT. Pt. 792(aT) HTTfu 17-9-87 

31. ITT. TIT. Pr. 371(3T) nrfpff 14-.3-8 9 

32. ITT, TT. Pt. 7.5(5r) mfPar 2 - 6-88 

33 . ITT. TT. Pt. G75(3T) mflfl' 2-6-88 

34 . TTT. TIT. Pt. 676(3T) ITTTRr 2-6-88 

35 . TTT. TiT. Pt. 677(aT) TITff^ 2-G-88 

36. in. TT. Pt. 68i( 3T) TTTfPr 6-6-88 

37 . ITT. TT, Pt. 735(8T) arffij 24-6-88 

38. ITT. TIT. Pt. 813(aT) TTTffsr 27-7-88 

39. TTT. TT. pT. 944 (st) irTTpS 21-9-88 

40. 6T. TIT. Pt. 43(5r) fTTfhW 20-1-89 (HffeRW) 

41. TTT. TIT. Pt. 44(8T) iTrffW 20-1-89 (jffirra') 

42. TTT. TIT. Pt. 100(3r) aTTf^ 14-2-89 (TlftW) 

43 . TTT. TIT. Pt. 443(n) cTTfW 12-4-89 

44 . m. TIT. fir. 58S(aT) fTltfW 2-6-89 (^f 4 rT?r) 

45 . ITT. TT. Pr, 69](sr) FfifPr n- 7-89 

46. TTT. TIT, Pt. 784(81) cilflla 28-8-89 

47. TIT. TIT. Pt. 16(3T) cnflT 10-1-90 

48. TIT. Til. Pt. 73l(ai) TTITIW 27-8-90 

49. Tii. w. fir. 865(sr} firfra 25 - 10-00 

MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health) 

NOTIFICATION 
New Delhi, the 19th April, 1991 

G.S.R. 224(E). —The following draft of certain rules further 
to amend the Drugs and Cosmetics Rules, 1945 which the 
Central Government proposes to make after consultation with 
the Drugs Technical Advisory Board, in exercise oE the 
powers conferred by sections 12 and 33 of the Drugs and 
Cosmetics Act, 1940 (23 of 1940), is hereby published as 
required by the said sections, for the information of all per¬ 
sons likely to be affected thereby, and notice is hereby given 
that the said draft rules will be taken into consideration on 
or after the expiry of a period of sixty days from the date 
on which the copies of the Official Gazette in which this 
notification is published are made available to the public; 

DRAFT RULES 

1. These rules may be called the Drugs and Cosmetics 
(Amendment) Rules, 1991, 

2. In the Drugs and Cosmetics Rules, 1945, Part ([ of 
Schedule ‘M’, under the heading “Requirement of Plant and 
Equipment", for paragraphs 1 and 2 and the entries relating 
thereto, the following paragraphs and enterics shall be substi¬ 
tuted, namely;— 

1. The following equipment is recommended for the 
manufacture of ‘External preparations’ like Oint¬ 
ments, Emulsions and Lotions ;— 

(1) Mixing tanks. 

(2) Kettle, steam gas or electrically heated. 

(3) A suitable Power driven mixer. 

(4) Storage tanks. 

(5) A colloid mill or a suitable emulsifier or any other 

suitable equipment. 
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(6) triple roller tiill or mi ointment mill or any 
other suitable equipment 

(7) Liquid filling equipment. 

(8) Jar or tube filling cquipm,-n1. 

An .area of niiinimum thirty square meters is recommen¬ 
ded for the basic installation. 

2, The following equipment is recommended, for the 
manufacture of ‘‘Internal preparations” like Syrups, 
Elixirs, Solutions, Emulsions and Suspensions:— 

(IJ Mixing and storage tanks. 

<2) Portable mixer 

(3J A collid mill or suitable Emulsifier or any 
other .suitable equipment. 

(4) Filter press or other suitable filtering equipment 
such as mataflltei or sparkler filter. 

(5) Vacuum or gravity filter. 

(6) Bottle filling machine. 

(7) Pilfer proof cap sealing machine. 

(8) Water still or Deioniser. 

(9) Clarity testing inspection table. 

An area or minimtiin thirty square meters is recommended 
for the basic installation.” 

[No. X.11014/13/90-DMS&PFA] 
BALBIR SINGH, It. Secy. 

Note ; Tlie Drugs and Cosmetics Rules, 1945 as amended 
upto 1-5-1979 is contained in the publication of 
the Ministry of Health and Family Welfare (Depart¬ 
ment of Health) containing the Drugs and Cosmetics 
Act and the Rules (PDGHS-61). Subsequently the 
said rules have been amended by the following noti¬ 
fications published in Part II, Section 3(i) of the 
Gazette of India, namely :— 

1. O.S.R. 1241 dated 6-10-1979 

2. G.S.R. 1242 dated 6-10-1979 

3. G.S.R. 1243 dated 6-10-1979 

4. G.S.R. 1281 dated 12-10-1979 

5. G.S.R. 430, dated 19-04-1980 

6. G.S.R. 779, dated 26-07-1980 

7. G.S.R. 540(E) dated 22-09-1980 

8 . G.S.R. 68(KE), dated 5-12-1980 

9. G.S.R, 631(E), dated 5-12-1980 


10. G.S.R. 682(E), dated 5-12-1980 

11. O.S.R. 27(E), dated 17-01-1981 

12. G.S.R. 478(E), dated 6-08-1981 

13. G.S.R. 62(E), dated 5-02-1982 

14. G.S.R. 462(E), dated 22-06-1982 

15. G.S.R. 510(E), dated 26-07-1982 

16. G.S.R. 13|E), dated 7-01-1983 

17. G.S.R. 318(E), dated 1-05-1984 

18. G.S.R 331tE), dated 8-05-1984 

19. G.S.R. 460(E), dated 20-6-1984 

20. G.S.R. 487(E), dated 2-07-1984 

21. G.S.R. 89(EI, dated 16-02-1985 

22. G.S.R. 788(E), dated 10-10-1985 

23. G.S.R. 17(E), dated 7-01-1986 

24. G.S.R. 1049(F.). dated 29-08-1986 

25. G.S.R. 1060(E), dated 5-09-1986 

26. G.S.R, 1115(E). dated 30-09-1986 

27. G.S.R. 71(E), dated 30-01-1987 

28. G.S.R. 370(E), dated 12-06-1987 

29. G.S.R. 626(E), dated 2-07-1987 

30. O.S.R. 792(E), dated 17-09-1987 

31. G.S.R. 371(E), dated 24-03-1988 

32. G.S.R. 75(H), dated 2-06-1988 

33. G.S.R. 673(E), dated 2-06-1988 

34. G.S.R. 676(E), dated 2-06-1988 

35. G.S.R. 677(E), dated 2-06-1988 

36. G.S.R. 680(E), dated 6-06-1988 

37. G.S.R. 735(E), dated 24-06-1988 

38. G.S.R 813(E), dated 27-07-1988 

39. G.S.R. 944(E), dated 21-09-1988 corrigendum 

40. G.S.R, 43(E), dated 20-01-1989 Corrigendum 

41. G.S.R. 44(E), dated 20-01-1989 Corrigendum 

42. G.S.R. 100(E), dated 14-02-1989 Corrigendum 

43. G.S.R, 443(E), dated 12-04-1989 

44. O.S.R. 588(E), dated 2-06-1989 Corrigendum 

45. G.S.R. 691(E), dated 11-07-1989 

46. O.S.R, 784(E). dated 2S-0S-19S9 

47. G.S.R. 16(E), dated 10-1-1990 

48. G.S.R. 731(E), dated 23-8-1990 

49. G.S.R. 865(E), dated 25-10-1990 
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